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Date of Mailing A\g 1111 2M 



y^licant's or agent's file reference 
4239-66904 



IMPORTANT NOTIFICATION 



International qiplication No. 
PCT/US03/314O0 



International filing date (day/month/year) 
03 October 2003 (03. 10.2003) 



, Priority date (day/month/year) 
04 October 2002 (04. 10.2002) 



Applicant 

THE GOV. OF THE USA AS REPRESENTED BY THE SECRETARY OF THE DEPT: OF HEALTH & HUMAN SERVICES^ 



1 The aoDHcant is heiely notified that this International Preliminary Examining Authority transmits herevsdth flie 
^rnSSAimiWexa^ 

2. A copy of the report and its annexes, if any. is bemg transmitted to the Intemationai Bureau fiir commiinicatibn 
to aU tfae elected Offices. 

3 Where required by any ofthe elected Offices, the Int^ 

report (but not of any annexes) and will trananit such translation to those Offices. 

4. REMINDER 

The appUcant must enter the national phase before each elected Office 1^ perfo^ '^'^^TSlSAttiH^ 
iaLlations and paying national fees) witiiin 30 months fiom die Prionty da^fer later m some OfficesXAiticle 
39(l))(see also the lemmder sent by the Intemationai Bureau widi Form PCT/IB/301). 

Where a translation of die international application must be furnished to an elected Office tiiat tanslation 
contain a tramlation of any annexes to the international preliminary examinatiOT It^Uie apphcant s 

responsibility to prepare and ftimish such translation directly to each elected Office concenied, 

Fbr further details on the apf .Ucable time limits and requirements of the elected Offices, see Volume H of the 
PCT Applicant's Guide. * 




Nams and mailing address of the IPEA/US 
Mail Stop PCT, Attn: IPEAAJS 
Commissioaer for Patents 
P.O. Box 1450 

Alexandria. Viiginia 22313-1450 
Facsimile No. (703) 305-3230 



Form PCT/IPEA/4.16 (My 1992) 
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TENT COOPERATION TREAT" 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 

4239-66904 



International q^plication No. 
PCT/US03/31400 



^« ^ T^r,.TT^ A ^-m/M^ See Notification of Transmittal of International 

FOR FURTHER ACTION preiimiDary Examination Report (Form PCT/IPEA/416) 



International filing date (day/monsh/year) 
03 October 2003 (03. 10.2003) 



Priority date (day /month/year) 
04 October 2002 (04. 10.2002) 



International Patent Classification (IPC) or national classification and IPC 
IPC(7): A61K 51/00; A61M 36/14 and US Q.: 424/1.69 



Applicant 

THE GOV. OF THE USA AS REPRESENTED BY THE SECRETARY OF THE DCTT. OF HEALTH & HUMAN SERVICES 



1. 



This international prelinunary examinatioa report has been prepared by this IntematioDal Preliniiiiary 
Examiniiig Authority and is transmitted to the sQjplicant according to Article 36. 

This REPORT consists of a total of \3 sheets, including this cover sheet. 

I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for tiiis report and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 6(r7 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



This report contains in^iirarinng relating to die following items: 
Basis of the report 
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Reasoned statement uiKier Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations siqyporting such statement 



Date of submission of tiie demand 
19 March 2004 (19.03.2004) 



Name and mailing address of the IPEA/US 
Mail Stop PCT, Attn: IPEA/US 
Commissioaer for Patents 
P.O. Box 1450 

Alexandria, Vifginia 22313-1450 
Facsimile No. (703) 305-3230 




Form PCT/IPEA/409 (cover sheet)(July 1998) 



BEST AVAILABLE COPY 



INTERNATIONAL PREL] 



Jr Internatian^l^^Ktion No. 

^ EXAMINATION REPORT PCT/US03/3l^B| 



L Basis of the report 



\S^th regard to the elements of the mtemational i^lication:* 
the ifltemational application as originally filed, 
the descrqjtion: 

pages 1-31 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed wifli the letter of 



the claims: 

pages 32 and 33 ^ as originally filed 

pag^ NONE as ameixied (toge&er with ai^ statement) under Article 19 

pages NONE , filed with the demand .. 

pages NONE . filed with the letter of ] 

the drawings: 

pages 1-5 t as originally filed 

pages NONE , filed with die demand 

pages NONE , filed with the letter of 

the sequence listing part of the description: 

pages 1-4 2. ^ originally filed *' 

pages NONE , filed with the demand 

pages NONE , filed with the letter of _ 



With regard to the language, all the elements marked above were available or fiimished to ttiis AuthoriQr in the 
language in w^iich the international application was filed, unless otherwise indicated under this item. 
These elements were available or fiimished to this Authority in the following language wdiich is: 

I I the language of a translatian fiimished for the purposes of intemationai seardi (under Rule23. 1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation fimushed for the purposes of intemationai preliminaiy exaniination(under Rules 
55.2 and/or 55.3). 

With regaid to any nucleotide and/or amino add sequence disclosed in the international supplication, the 
intemationai preliminary examination was carried out on die basis of the sequence listing: 

contained in die intemationai application in printed form, 
filed together with the intemationai application in computer readable form. 
I fiimished subsequendy to this Authority in written fbim. 
I fiimished subsequendy to this Authority in computer readable form. 

I The statement diat the subsequently fiimished written sequence listing does not go beyond die displosure in the 
intemationai application as filed has been furnished. 
I I The statement diat die information recorded in con^uter readable form is' identical to the written sequence fisting 
has been fiimished 

4. Q The amendments have resulted in the cancellation of: 

I I the description, pages NONE 
I I the claims, Nos. NONE 
I I the drawings, sheets/fig NONE 

5. ThisreporthasbeenestabUshedasif (some oO die amradnieiits had not been iim^^ 
beyond the disclosure as filed, as indicated in the Si^lemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been Jumished to the receiving Office in response to an invitation under Article 14 are referred to in 
this reportas "ori^naUy filed** and are not annexed to this report since they do not contcdn amendments (Rules 70.16and 70J7). 
** i4ny replacement sheet containing such amendments must be r^erred to under item I and annexed to this report. 



Form PCT/IPEA/409 (Box I) (My 19^) 
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INTERNATIONAL PRELl 



EXAMINATION REPORT 



International 
PCT/US03/31 



t on No. 




V. Reasoned statement under Rule 66,2(a)(ii) with regard to novelty, inventive step or industrial applicafatlity; 
dtations and explanations supporting such statement ^ 



1. STATEMENT 

Novelty (t^ 



Claims 1-27 



Claims NONE 



YES 
NO 



Inventive Step (IS) 
Industrial Applicability (lA) 



Claims 1-27 



Claims NONE 



^YES 
NO 



Claims 1-27 



Claims NONE 



_YES 
NO 



2. CITATIONS AND EXPLANATIONS ^ . . ' 

Claims 1-27 meet the criteria set out in PCT Article 33(2)-(3). because fee prior art does not teach or fairly suggest the cQnq>ositions 

and uses thereof viteein Peptide AM (1 1-22) is administered to a subjec^^ 

Claims 1-27 meet the criteria set out in PCT Article 33(4). and thus have industrial ^Ucability because the subject matter claimed 
can be made or used in industry. 
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